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DTAILED ACTION 

Acknowledgement: The Information Disclosure Statement and preliminary amendment filed 
July 23, 2003 is acknowledged. 

Status of Claims 

Claims 1-15 are cancelled in view of applicant's amendment. Claims 16-39 are pending 
following the amendment. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 
of this title, if the differences between the subject matter sought to be patented and the prior art are such that the subject 
matter as a whole would have been obvious at the time the invention was made to a person having ordinary skill in the art 
to which said subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C 103(a) are summarized as follows: 

1 . Detemiining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 16-39 are rejected under 35 U.S.C. 103(a) as being unpatentable over Wong et al . 
(WO 94/15597) in view of Schoenwald et al (US 4, 271, 143) further in view of Goldenberg et al 
(WO 94/10976). 

The claims are directed toward an ophthalmic composition comprising a free- flowing 
vehicle with increased viscosity, a preservative consisting essentially of 
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benzyllauryldimethylammonium salt (i.e. chloride); in the form wherein the vehicle is a gel, a 
single-phase aqueous solution or dispersion and the polymer is carboxyvinyl polymer, 
carboxymethylene polymer, cellulose derivative or dextran derivative. The claims are also 
drawn toward the ophthalmic composition wherein the vehicle is a two-phase liquid or oil/water 
emulsion and the composition having a preservative, a pharmaceutically active ingredient, 
tonicity adjusting agent or pH agent so that the composition is maintained a physiologically 
acceptable pH and does minimum irritation or damage to the eye tissue even if applied for a 
lengthy period of time. 

Wong et al (WO '597) discloses an ophthalmic composition comprising 
benzyllauryldimethylammonium chloride comprising flubiprofen as active agent in solution 
(abstract, page 3, lin 27 and page 4, lin 5) having pH of about 6.4-6.6 (Table 1 at page 6). 

Patent '597 does not disclose the use of carboxyvinyl polymer, does not disclose 
carbopolymethylene polymer and does not disclose the use of oil/water emulsion or gel in the 
ophthalmic composition having preservatives and tonicity enhancers. 

Schoenwald et al (Patent '143) discloses the an ophthalmic composition in the form of a 
gel containing a drug as a drug/polymer dispersion (col 2, lin 5-25) having physical 
~ characteristics such as plastic viscosity and rheology making it free- flowing (col 2, lin 35-50). 
Patent '143 discloses the use of carboxypolymethylene polymer (a carboxy vinyl polymer; col 2, 
lin 56-60). According to Schoenwald et al, the composition is a hydrogel having pH 4.5-8.5 (col 
3, lin 30-40), the gel formulation has prolonged activity two to three times when compared to 
aqueous solutions (col 4, lin 1-5, col 7, lin 30-40); possess slow release which can be used for 
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various diseased conditions of the eye and the composition is clear so that the vision is not 
blurred (col 7, lin 1 5-20 and lin 35-40). 

Goldenberg et al (Patent WO '976) discloses an ophthalmic drug delivery system 
comprising drugs for treating eye conditions (abstract and page 3-4). Patent '976 discloses 
increased viscosity, discloses the use of preservatives, stabilizers and tonicity enhancers; the 
daily dosage of which depends on the individual patient's condition and particular ophthalmic 
ailment and disease state, (page 5). 

One of ordinary skill in the art would have been motivated to make an ophthalmic 
formulation comprising of a drug, a carrier such as benzyllauryldimethylammonium chloride and 
include in the formulation a suitable polymer such as carboxypoly methylene and other 
ingredients such as active agents, preservatives and tonicity enhancers. The motivation to 
combine the cited references is based upon the advantage disclosed in Patent £ 143 that the gel 
formulation in Patent 143 remains in the eye for a period of 4-8 hours compared to prior 
formulations and as such, the disclosures in the cited prior art; one of ordinary skill would have 
expected reasonable success in obtaining an ophthalmic composition that would have suitable 
characteristics permitting prolonged retention arid slow release to the diseased eye that suits the 
individual patient's needs and disease condition. Therefore the invention as a whole would have 
been prima facie obvious to one of ordinary skill at the time it was made. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Retford Berko whose telephone number is 703-305-4442. The 
examiner can normally be reached on M-F from 8.00 am to 5.30 pm 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K Page, can be reached on 571-272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




